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DETAILED ACTION 

1. Formal Matters 

A. Applicant's election without traverse of Group I, claims 2-5 and 10, in the reply filed on 3/1 1/08 
to the Restriction Requirement mailed 2/11/08 is acknowledged. Therefore, the Restriction is 
deemed proper and is made FINAL. 

B. Claims 2-5, 7, 8 and 10-12 are pending. Claims 7, 8, 1 1 and 12 are drawn to non-elected 
inventions. Therefore, claims 2-5 and 10 are the subject of this Office Action. 

2. Specification 

A. The title has been amended to "Methods of recruiting fibroblasts by administering G-CSF." If 
Applicants have any issue with this they are urged to submit a suggested title. 

B. The specification is objected to since the Brief Description of Figure 8 does not initially identify 
all the panels of that Figure (e.g. "Figures 8a - 8d show...") 

3. Claim Rejections - 35 USC § 112, first paragraph - scope of enablement 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

A. Claims 2-5 and 10 are rejected under 35 U.S.C. 112, first paragraph, because the specification, 
while being enabling for using G-CSF to migrate fibroblasts into myocardial infarct lesions and alleviate 
cardiac remodeling in mice, does not reasonably provide enablement for a method of recruiting 
fibroblasts in general (claim 10), or to any wound site (claim 2) in any animal other than mice. The 
specification does not enable any person skilled in the art to which it pertains, or with which it is most 
nearly connected, to use the invention commensurate in scope with these claims. 

In In re Wands. 8USPQ2d, 1400 (CAFC 1988) page 1404, the factors to be considered in 
determining whether a disclosure would require undue experimentation include (1) the quantity of 
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experimentation necessary, (2) the amount of direction or guidance presented, (3) the presence or absence 
of working examples, (4) the nature of the invention, (5) the state of the prior art, (6) the relative skill of 
those in the art, (7) the predictability or unpredictability of the art, and (8) the breadth of the claims. 

First, the breadth of the claims is excessive. Claim 10 simply recites "a method of recruiting 
fibroblasts..." Applicants have only provided guidance and working examples that administering G-CSF 
to mice can alleviate cardiac remodeling in mice. First, it is unclear as to whether or not the model used in 
the instant invention is an art-accepted model. Furthermore, claim 10 is drawn to a method of recruiting 
fibroblasts in any animal for any condition. Applicants have only demonstrated that recruitment occurs in 
myocardial infarct lesions and have not demonstrated that this recruitment occurs in other organs or 
tissue, or under any other conditions. Furthermore, in vitro recruitment has not been demonstrated. It is 
not known whether or not other factors (hormones, chemokines, etc.) found in vivo are required for this 
recruitment which would not be found in an in vitro setting. 

4. Claim Rejections - 35 USC § 112, second paragraph 

A. Claims 2-5 and 10 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. Claim simply recites a method of recruiting fibroblasts by administering G-CSF. It is not clear 
how administering G-CSF to the skin, for example, would be able to recruit fibroblasts to the heart 

5. Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis 
for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

A. Claims 2-5 and 10 are rejected under 35 U.S.C. 102(b) as being anticipated by Orlic et al. (PNAS 
98(18): 10344- 10349, 2001). The instant claims recite a method of recruiting fibroblasts, including into 
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wounded tissue, or the heart after the onset of heart disease, including MI, by administering G-CSF. Orlic 
teach the administration of G-CSF to mice after myocardial infarction. The recruitment of fibroblasts 
would have been an inherent property of G-CSF. Case law has established that a compound and all of its 
properties are inseparable, as are its processes and yields (In re Papesch, 315 F.2d 381, 137 USPQ 43 
(CCPA 1963)). 

B. Claims 2-5 and 10 are rejected under 35 U.S.C. 102(e) as being anticipated by Mehta et al (US 
7,220,407). The instant claims recite a method of recruiting fibroblasts, including into wounded tissue, or 
the heart after the onset of heart disease, including MI, by administering G-CSF. Mehta meet these 
limitations (Abstract). Myocardial infarction is considered by the Examiner as "wounded tissue" and is 
indicative of an onset of heart disease. 



C. Claims 2-5 and 10 are rejected under 35 U.S.C. 102(e) as being anticipated by Michal et al (US 
7,294,334). The instant claims recite a method of recruiting fibroblasts, including into wounded tissue, or 
the heart after the onset of heart disease, including MI, by administering G-CSF. Michal meet these 
limitations (Abstract and column 24, line 58 - column 25, line 21, especially line 14). Myocardial 
infarction is considered by the Examiner as "wounded tissue" and is indicative of an onset of heart 
disease. 



6. Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine grounded in 
public policy (a policy reflected in the statute) so as to prevent the unjustified or improper timewise 
extension of the "right to exclude" granted by a patent and to prevent possible harassment by multiple 
assignees. A nonstatutory obviousness-type double patenting rejection is appropriate where the 
conflicting claims are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated by, or would 
have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 
(Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 
887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In 
re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may be used 
to overcome an actual or provisional rejection based on a nonstatutory double patenting ground provided 
the conflicting application or patent either is shown to be commonly owned with this application, or 
claims an invention made as a result of activities undertaken within the scope of a joint research 
agreement. 

Effective January 1 , 1 994, a registered attorney or agent of record may sign a terminal disclaimer. 
A terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 
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A. Claims 2-5 and 10 are provisionally rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-2 of copending Application No. 20060104942. 
Although the conflicting claims are not identical, they are not patentably distinct from each other because 
the claims of the instant invention are drawn to administering G-CSF to recruit fibroblasts to wounded 
tissue, including heart. 

The '942 application is drawn to a method of treating ischemic disease by administering G-CSF 
and hepatocyte growth factor. 

First, myocardial infarction, as recited in the instant claims, is an ischemic disease. Furthermore, 
the instant claims recite "comprising" which does not exclude the use of hepatocyte growth factor. 

This is a provisional obviousness-type double patenting rejection because the conflicting claims 
have not in fact been patented. 

B. Claims 2-5 and 10 are provisionally rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over at least claims 1 and 3 of copending Application No. 
200400119184. Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the claims of the instant invention are drawn to administering G-CSF to recruit 
fibroblasts to wounded tissue, including heart. 

The '184 application is drawn to a method of treating ischemic disease by administering G-CSF 
and hepatocyte growth factor. 

First, myocardial infarction, as recited in the instant claims, is an ischemic disease. Furthermore, 
the instant claims recite "comprising" which does not exclude the use of hepatocyte growth factor 

This is a provisional obviousness-type double patenting rejection because the conflicting claims 
have not in fact been patented. 



7. Conclusion 

A. No claim is allowable. 
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Advisory information 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Robert Landsman, Ph.D. whose telephone number is (571) 272-0888. The examiner can 
normally be reached on M-F 10 AM - 6:30 PM (eastern). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Manjunath Rao can be reached on 571-272-0939. The fax phone number for the organization where this 
application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair-direct.uspto.gov. 
Should you have questions on access to the Private PAIR system, contact the Electronic Business Center 
(EBC) at 866-2 1 7-9 1 97 (toll-free). 



/Robert Landsman/ 
Primary Examiner, Art Unit 1 647 



